
175

Food and Drug Administration, HHS Pt. 16

(c) Persons may use their alloted 
time in whatever way they wish, con-
sistent with a reasonable and orderly 
hearing. A person may be accompanied 
by any number of additional persons, 
and may present any written informa-
tion or views for inclusion in the 
record of the hearing, subject to the re-
quirements of § 15.25. The presiding offi-
cer may allot additional time to any 
person when the officer concludes that 
it is in the public interest, but may not 
reduce the time allotted for any person 
without the consent of the person. 

(d) If a person is not present at the 
time specified for the presentation, the 
persons following will appear in order, 
with adjustments for those appearing 
at their scheduled time. An attempt 
will be made to hear any person who is 
late at the conclusion of the hearing. 
Other interested persons attending the 
hearing who did not request an oppor-
tunity to make an oral presentation 
will be given an opportunity to make 
an oral presentation at the conclusion 
of the hearing, in the discretion of the 
presiding officer, to the extent that 
time permits. 

(e) The presiding officer and any 
other persons serving on a panel may 
question any person during or at the 
conclusion of the presentation. No 
other person attending the hearing 
may question a person making a pres-
entation. The presiding officer may, as 
a matter of discretion, permit ques-
tions to be submitted to the presiding 
officer or panel for response by them or 
by persons attending the hearing. 

(f) The hearing is informal in nature, 
and the rules of evidence do not apply. 
No motions or objections relating to 
the admissibility of information and 
views may be made or considered, but 
other participants may comment upon 
or rebut all such information and 
views. No participant may interrupt 
the presentation of another participant 
at any hearing for any reason. 

(g) The hearing may end early only if 
all persons scheduled for a later presen-
tation have already appeared or it is 
past the time specified in the hearing 
schedule, under § 15.21(e), by which par-
ticipants must be present. 

(h) The Commissioner or the pre-
siding officer may, under § 10.19, sus-

pend, modify, or waive any provision of 
this part.

Subpart C—Records of a Public 
Hearing Before the Commissioner

§ 15.40 Administrative record. 

(a) The administrative record of a 
public hearing before the Commis-
sioner consists of the following: 

(1) All relevant FEDERAL REGISTER 
notices, including any documents to 
which they refer. 

(2) All written submissions under 
§ 15.25. 

(3) The transcript of the oral hearing. 
(b) The record of the administrative 

proceeding will be closed at the time 
specified in § 15.25.

§ 15.45 Examination of administrative 
record. 

Section 10.20(j) governs the avail-
ability for public examination and 
copying of each document in the ad-
ministrative record of the hearing

PART 16—REGULATORY HEARING 
BEFORE THE FOOD AND DRUG 
ADMINISTRATION

Subpart A—General Provisions

Sec.
16.1 Scope. 
16.5 Inapplicability and limited applica-

bility.

Subpart B—Initiation of Proceedings

16.22 Initiation of regulatory hearing. 
16.24 Regulatory hearing required by the 

act or a regulation. 
16.26 Denial of hearing and summary deci-

sion.

Subpart C—Commissioner and Presiding 
Officer

16.40 Commissioner. 
16.42 Presiding officer. 
16.44 Communication to presiding officer 

and Commissioner.

Subpart D—Procedures for Regulatory 
Hearing

16.60 Hearing procedure. 
16.62 Right to counsel.

VerDate Jan<31>2003 09:24 Apr 09, 2003 Jkt 200063 PO 00000 Frm 00175 Fmt 8010 Sfmt 8010 Y:\SGML\200063T.XXX 200063T


		Superintendent of Documents
	2014-12-02T16:41:42-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




